Message

From: Ex. 6 Personal Privacy (PP) !
Sent: 6/17/2021 11:30:32 AM
To: Grifo, Francesca [Grifo.Francesca@epa.gov]; Hawkins, Belinda [Hawkins.Belinda@epa.gov]; Siciliano, CarolAnn

[Siciliano.CarolAnn@epa.gov]; Lalla, Sterling [lalla.sterling@epa.gov]; OIG Hotline [OIG_Hotline@epa.gov]

Subject: : Ex. 5 Deliberative Process (DP) i
Flag: Follow up
Dear AII,E ‘Ex. 5 Deliberative Proce§s (DI?) !

Ex. 5 Deliberative Process (DP)

Violations:

Ex. 5 Deliberative Process (DP)

Thanks,

Ex. 6 Personal Privacy (PP)

FI’OI"i Ex. 6 Personal Privacy (PP) :

Sent: Thursday, May 27, 2021 9:14 AM
To: Grifo, Francesca <Grifo.Francesca@epa.gov>; Hawkins, Belinda <Hawkins.Belinda@epa.gov>; Siciliano, CarolAnn

<Siciliano.CarolAnn@ena.gov>: Lalla. Sterling <lalla.sterline@epa.gove: QIG Hotline <QIG. Hotline@ena.gov

Subject

Ex. 5 Deliberative Process (DP)

Dear All:

Ex. 5 Deliberative Process (DP)
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Ex. 5 Deliberative Process (DP)

&) Khould the team go to HARPOC o discusy the need for g $0-duy aral toxiclty study,
chroric stedy, or any other stady missing from the texichy database for L-3MOPY

Taxsa <
additional chronie dietary and chronic inhalation studies are needed, due 1 the svstemie

sndpoints (hidoey and spleen histopathology identified in the s the $-dav inhalation study sud
the possibility that 2 lower POD mony be sdentified. The ToxSAC recornmended BPPE re-
evaluate the acute studies for clinical findings for portal of entry effects. The ToxSAU abso
suggested seeking HASPOC s revommendation on a walver for the 90-day dermad study, For the
developmental toxicity shady In rats, the ToxSAL recomurended that the range-finder and the
definitive prenatal study be classified a5 unscceptable for quantitative risk assesument o3

dizonssed above and ask the HASPOC i an additions] developental inhalation study is
required. The ToxSAC also revommended st should HASPOC reconunend additional shudiss,
the registrant meet with the BPPD team fo disouss the protovols snd study designg before

condueting these new studies.

Ex. 5 Deliberative Process (DP)
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The proposed Interim Registration Review Decision signed by Anne Overstreet dated 09-16-2020:
hitps:/fwww regulations. sov/document/EPA-HG-OPP-2014-0670-0008
An excerpt of the hazard assessment summary:

& Human Health Assesvaneat

Favard L haeartveision

Ex. 5 Deliberative Process (DP)

Please let me know if you have any questions or need additional evidence.
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Thank you for your times and consideration,

Ex. 6 Personal Privacy (PP)

Ex. 5 Deliberative Process (DP)
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Ex. 5 Deliberative Process (DP)
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Ex. 5 Deliberative Process (DP)
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i
i Ex. 5 Deliberative Process {DP)
i
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